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Office Action Summary 



Application No. 



Applicant(s) 



Examiner — • GrouD Art Unit 



Group Art Unit 



—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE MONTH(S) FROM THE MAILING DATE 

OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a repty be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Status 



□krtesponsive to communication(s) filed on_ 
SL^Kisaction is FINAL. 



□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 

Disposition of Claims 

SJ^Iaim(s) V ^S^. is/are pending in the application. 

Of the above claim(s) is/are withdrawn from consideration. 

□ Claim(s) is/are allowed. 

Efi<5laim(s): ^ is/are rejected. 

□ Claim(s) is/are objected to. 

□ Claim(s) are subject to restriction or election 

requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

Certified copies not received: . 

Attachment(s) 

□ Infojjwation Disclosure Statement(s), PTO-1449, Paper No(s) □ Interview Summary, PTO-413 

dTNotice of Reference(s) Cited, PTO-892 □ Notice of Informal Patent Application, PTO-1 52 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 □ Other 

Office Action Summary 
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The amendment filed January 25, 1999 has been entered. 



Specification 



The application still fails to comply with the requirements of 37 CFR 1.821 through 1.825. The 
response of January 25, 1999 refers to an amendment inserting sequence identifiers throughout the 
specification, but this additional amendment was not found attached to the response. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 



Claims 45-48 are rejected under 35 U.S.C. 112, first paragraph, as containing subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention, as previously stated (paper 4, pp. 
2-4). 

Applicants argue that the evidence in the specification and the Simonet et al. reference predict that 
the claimed methods would work. This argument is not persuasive. The Examiner's position is not that the 
claimed methods would not work, but that it would require undue experimentation to make them work. 
Gene therapy is much different from protein therapy. For example, insulin has long been used to treat 
diabetes. Yet, as of 1998, gene therapy is still viewed as just a future possibility despite years of 
experimentation (Efrat). Furthermore, while the claims encompass treatment of at least 9 different 
diseases or conditions, the "guidance" in the specification amounts to about 2 sentences. The CAFC has 
ruled, "Tossing out the mere germ of an idea does not constitute enabling disclosure.... It is the specification, 
not the knowledge of one skilled in the art, that must supply the novel aspects of an invention in order to 
constitute adequate enablement." See Genentech v. Novo NordiskA/S t 42 USPQ2d 1001, at p. 1005. 

The rejection is deemed proper and is maintained. 



The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 
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Conclusion 



No claim is allowed. 

THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time policy as set forth in 
37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from the 
mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing date of this 
final action and the advisory action is not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will expire on the date the advisory action is mailed, 
and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the advisory 
action. In no event, however, will the statutory period for reply expire later than SIX MONTHS from the 
mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Bruce Campell, whose telephone number is 703-308-4205. The examiner can normally be 
reached on Monday-Thursday from 8:00 to 4:30 (Eastern time). The examiner can also be reached on 
alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Brian 
Stanton, can be reached on 703-308-2801. The FAX phone numbers for group 1600 are 703-308-4242 
and 703-305-3014. 

An inquiry of a general nature or relating to the status of the application should be directed to the 
group receptionist whose telephone number is 703-308-0196. 



BRUCE R. CAMPELL 
PRIMARY EXAMINER 
GROUP 1600 




